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INFORMATION DISCLOSURE STATEMENT 



Sir/Madam: 

Pursuant to the duty of disclosure under 37 C.F.R. §§1.56, 1.97 and 1.98, the 
Applicants request consideration of this Information Disclosure Statement. 

PART I: Compliance with 37 C.F.R. §1.97 

This Information Disclosure Statement is being filed concurrently with a Request 
for Continued Examination (RCE). No fee is believed to be due in connection with this 
submission. The Commissioner is hereby authorized to charge any additional fee 
occasioned by this paper to our Deposit Account No. 06-1448. 

PART II: Information Cited 

The Applicants hereby make of record in the above-identified application the 
information listed on the attached form PTO-1449. The order of presentation of the 
references should not be construed as an indication of the importance of the references. 

Applicants have earlier brought to the Examiner's attention that U.S. Patent No. 
6,352,862, related to the present application, has been involved in several litigation 
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proceedings. In addition, U.S. Patent Nos. 5,622,871, 5,602,040, 6,228,660, 6,187,598, 

5,656,503 and 6,818,455 (collectively, the "May Patents"), commonly assigned with the 

present application, have been involved in several litigation proceedings. 

Applicants wish to make of record in the present application the following 

documents from these proceedings: 

Expert reports and supporting documentation submitted by defendant Aeon during the 
htigation: 

• Inverness Medical Switzerland GmbH and Unipath Diagnostics, Inc. v. Aeon 
Laboratories, "Report of Randolph Wall, Ph.D., on the Vahdity of the Asserted 
Claims of the May-Davis Patents and Exhibits," United States District Court, 
District of Massachusetts, Case No. 02-12303 PBS. 

• Inverness Medical Switzerland GmbH and Unipath Diagnostics, Inc. v. Aeon 
Laboratories, "Report of Gary S. David on the Invalidity Issues of the Asserted 
Claims of the May Patents and Exhibits," United States District Court, District of 
Massachusetts, Case No. 02-12303 PBS. 

• Invemess Medical Switzerland GmbH and Unipath Diagnostics, Inc. v. Aeon 
Laboratories, "Confidential Supplemental Report of Gary S. David on the 
Invalidity Issues of the Asserted Claims of the May Patents and Exhibits," United 
States District Court, District of Massachusetts, Case No. 02-12303 PBS. 

• Invemess Medical Switzerland GmbH and Unipath Diagnostics, Inc. v. Aeon 
Laboratories, "Second Supplemental Expert Witness Report of Dr. Scott A, 
Chambers and Exhibits," United States District Court, District of Massachusetts, 
Case No. 02-12303 PBS. 

• Invemess Medical Switzerland GmbH and Unipath Diagnostics, Inc. v. Aeon 
Laboratories, "Wampole Laboratories Research and Development Laboratory 
Notebook 1608 for Gold Sol," United States District Court, District of 
Massachusetts, Case No. 02-12303 PBS. 

• Invemess Medical Switzerland GmbH and Unipath Diagnostics, Inc. v. Aeon 
Laboratories, "Declaration of Margaret M. Mazzeo," United States District Court, 
District of Massachusetts, Case No. 02-12303 PBS. 

• Invemess Medical Switzerland GmbH and Unipath Diagnostics, Inc. v. Aeon 
Laboratories, "Expert Witness Report of Scott A. Chambers, Ph.D.," United 
States District Court, District of Massachusetts, Case No. 02-12303 PBS. 

Expert reports submitted by plaintiff Invemess during the litigation: 

• Invemess Medical Switzerland GmbH and Unipath Diagnostics, Inc. v. Aeon 
Laboratories, "Expert Report of David F. Katz, Ph.D. on Vahdity Issues 
Concerning the May and Davis Patents and Exhibits," United States District 
Court, District of Massachusetts, Case No. 02-12303 PBS. 

• Invemess Medical Switzerland GmbH and Unipath Diagnostics, Inc. v. Aeon 
Laboratories, "Expert Report of Professor Eric J. Toone on Validity Issues 
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Concerning the May Patent and Exhibits," United States District Court, District of 
Massachusetts, Case No. 02-12303 PBS. 

• Inverness Medical Switzerland GmbH and Unipath Diagnostics, Inc. v. Aeon 
Laboratories, "Expert Report of Gene A. Davis, Ph.D. on Validity Issues 
Concerning the May and Davis Patents and Exhibits," United States District 
Court, District of Massachusetts, Case No. 02-12303 PBS. 

Papers relating to summary judgment motions submitted by defendant Aeon during 
the litigation: 

• Inverness Medical Switzerland GmbH and Unipath Diagnostics, Inc. v. Aeon 
Laboratories, "Memorandum in Support of Aeon Laboratories' Motion for Partial 
Summary Judgment of Invalidity of the '862 Patent," United States District Court, 
District of Massachusetts, Case No. 02-12303 PBS. 

• Inverness Medical Switzerland GmbH and Unipath Diagnostics, Inc. v. Aeon 
Laboratories, "Memorandum in Support of Aeon Laboratories' Motion for Partial 
Summary Judgment of Invalidity of the '598 Patent," United States District Court, 
District of Massachusetts, Case No. 02-12303 PBS. 

• Invemess Medical Switzerland GmbH and Unipath Diagnostics, Inc. v. Aeon 
Laboratories, "Memorandum in Support of Aeon Laboratories' Motion for Partial 
Summary Judgment of Invalidity of the '660, '871, '404 and '503 Patents," 
United States District Court, District of Massachusetts, Case No. 02-12303 PBS. 

• Invemess Medical Switzerland GmbH and Unipath Diagnostics, Inc. v. Aeon 
Laboratories, "Reply Memorandum in Support of Aeon Laboratories' Motion for 
Partial Summary Judgment of Invalidity of the '862 Patent," (28 page version) 
United States District Court, District of Massachusetts, Case No. 02-12303 PBS. 

• Invemess Medical Switzerland GmbH and Unipath Diagnostics, Inc. v. Aeon 
Laboratories, "Reply Memorandum in Support of Aeon Laboratories' Motion for 
Partial Summary Judgment of Invalidity of the '862 Patent," (21 page version) 
United States District Court, District of Massachusetts, Case No. 02-12303 PBS. 

• Invemess Medical Switzerland GmbH and Unipath Diagnostics, Inc. v. Aeon 
Laboratories, "Reply Memorandum in Support of Aeon Laboratories' Motion for 
Partial Summary Judgment of Invalidity of the '598 Patent, and Opposition to 
Inverness's Cross-Motion," United States District Court, District of 
Massachusetts, Case No. 02-12303 PBS. 

• Invemess Medical Switzerland GmbH and Unipath Diagnostics, Inc. v. Aeon 
Laboratories, "Memorandum in Support of Aeon Laboratories' Motion for Partial 
Summary Judgment of Invalidity of the '660, '871, '404 and '503 Patents, and 
Opposition to Inverness's Cross-Motion," United States District Court, District of 
Massachusetts, Case No. 02-12303 PBS. 

• Invemess Medical Switzerland GmbH and Unipath Diagnostics, Inc. v. Aeon 
Laboratories, "Affidavit of Hajo Otten in Support of Aeon Laboratories' Motions 
for Partial Summary Judgment of Invalidity and Exhibits," United States District 
Court, District of Massachusetts, Case No. 02-12303 PBS. 

• Invemess Medical Switzerland GmbH and Unipath Diagnostics, Inc. v. Aeon 
Laboratories, "First Non-Confidential Affidavit of Brian M. Kramer in Support of 
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Aeon Laboratories' Motions for Partial Summary Judgment of Invalidity and 
Exhibits," United States District Court, District of Massachusetts, Case No. 02- 
12303 PBS. 

• Invemess Medical Switzerland GmbH and Unipath Diagnostics, Inc. v. Aeon 
Laboratories, "Second Non-Confidential Affidavit of Brian M. Kramer in Support 
of Aeon Laboratories' Motions for Partial Summary Judgment of Invalidity and 
Exhibits," United States District Court, District of Massachusetts, Case No. 02- 
12303 PBS. 

• Invemess Medical Switzerland GmbH and Unipath Diagnostics, Inc. v. Aeon 
Laboratories, "Third Non-Confidential Affidavit of Brian M. Kramer in Support 
of Aeon Laboratories' Motions for Partial Summary Judgment of Invahdity and 
Exhibits," United States District Court, District of Massachusetts, Case No. 02- 
12303 PBS. 

• Invemess Medical Switzerland GmbH and Unipath Diagnostics, Inc. v. Aeon 
Laboratories, "Fourth Non-Confidential Affidavit of Brian M. Kramer in Support 
of Aeon Laboratories' Motions for Partial Summary Judgment of Invalidity and 
Exhibits," United States District Court, District of Massachusetts, Case No. 02- 
12303 PBS. 

• Invemess Medical Switzerland GmbH and Unipath Diagnostics, Inc. v. Aeon 
Laboratories, "Fifth Non-Confidential Affidavit of Brian M. Kramer in Support of 
Aeon Laboratories' Motions for Partial Summary Judgment of Invalidity and 
Exhibits," United States District Court, District of Massachusetts, Case No. 02- 
12303 PBS. 

Papers relating to summarv judgment motions submitted by plaintiff during the 
Utigation: 

• Invemess Medical Switzerland GmbH and Unipath Diagnostics, Inc. v. Aeon 
Laboratories, "Memorandum in Support of Plaintiffs' Motion for Partial 
Summary Judgment of Vahdity of Claims 15 and 23 of the *598 Patent and 
Claims 1 and 23 of the '404 Patent," United States District Court, District of 
Massachusetts, Case No. 02-12303 PBS. 

• Invemess Medical Switzerland GmbH and Unipath Diagnostics, Inc. v. Aeon 
Laboratories, "Inverness's Shortened Reply Memorandum in Support of Motion 
for Summary Judgment of Vahdity of Claims 15 and 23 of the '598 Patent and 
Claims 1 and 23 of the '404 Patent," United States District Court, District of 
Massachusetts, Case No. 02-12303 PBS. 

• Invemess Medical Switzerland GmbH and Unipath Diagnostics, Inc. v. Aeon 
Laboratories, "Inverness's Cross-Motion and Consolidated Opposition to Aeon's 
Motion for Partial Summary Judgment of Invalidity Against the Asserted Claims 
of the May Patents," United States District Court, District of Massachusetts, Case 
No. 02-12303 PBS. 

• Invemess Medical Switzerland GmbH and Unipath Diagnostics, Inc. v. Aeon 
Laboratories, "Inverness's Cross-Motion and Opposition to Aeon's Motion for 
Partial Summary Judgment of Invalidity Against the Asserted Claims of the Davis 
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'862 Patent/' United States District Court, District of Massachusetts, Case 
No. 02-12303 PBS. 

• Inverness Medical Switzerland GmbH and Unipath Diagnostics, Inc. v. Aeon 
Laboratories, "Declaration of David F. Katz in Support of Plaintiffs' Opposition 
to Aeon's Motions for Summary Judgment of Invalidity of the May and Davis 
Patents," United States District Court, District of Massachusetts, Case No. 02- 
12303 PBS. 

• Inverness Medical Switzerland GmbH and Unipath Diagnostics, Inc. v. Aeon 
Laboratories, "Non-Confidential Declaration of J. Anthony Downs, Esq., in 
Support of Motion for Summary Judgment of Vahdity of Claims 15 and 23 of the 
'598 Patent and Claims 1 and 23 of the '040 Patent and Exhibits and Exhibits," 
United States District Court, District of Massachusetts, Case No. 02-12303 PBS. 

• Inverness Medical Switzerland GmbH and Unipath Diagnostics, Inc. v. Aeon 
Laboratories, "Consolidated Non-Confidential Declaration of J. Anthony Downs, 
Esq., in Support of Motion of Inverness's Reply Brief in Further Support of 
Motion for Partial Summary Judgment of Infiingement of the Asserted Claims of 
the May and Davis Patents at Issue in Invemess's Motion and of Inverness's 
Reply Memorandum in Support of Motion for Summary Judgment of Vahdity of 
Claims 15 and 23 of the '598 Patent and Claims 1 and 23 of the '040 Patent and 
Exhibits," United States District Court, District of Massachusetts, Case No. 02- 
12303 PBS. 

Applicants further wish to make of record the following docimient fi-om the 
opposition proceedings against EP 0 560 41 1, which is a foreign counterpart application 
to the present application: 

• Letter of Opponent dated December 2, 2005, European Patent Office Boards of 
Appeal, Opposition against EP 0 560 411 

Applicants fiirther wish to make of record the following document fi:om the 
opposition proceedings against EP 0 291 194 (DE 38 87 771), which is a foreign 
counterpart application to the present application: 

• German Patent Court Judgment Served on 7.6.2005 (translation of the original 
German document) 

Applicants make no representation that the above-identified documents provide 
information material to the examination of the present application. 

PART III: Additional Remarks 

Documents cited on the attached form PTO-1449 are enclosed unless otherwise 
indicated on the attached form PTO-1449. It is respectfiiUy requested that: 
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1 . The Examiner consider completely the cited information, along with any other 
information, in reaching a determination concerning the patentability of the present 
claims; 

2. The enclosed form PTO-1449 be signed by the Examiner to evidence that the 
cited information has been fiiUy considered by the Patent and Trademark Office during 
the examination of this application; 

3. The citations for the information be printed on any patent which issues from 
this application. 

By submitting this Information Disclosure Statement, the Applicants make no 
representation that a search has been performed, of the extent of any search performed, or 
that more relevant information does not exist. 

By submitting this Information Disclosure Statement, the Applicants make no 
representation that the infomiation cited in the Statement is, or is considered to be, 
material to patentability as defined in 37 C.F.R. § 1.56(b). 

By submitting this Information Disclosure Statement, the Applicants make no 
representation that the information cited in the Statement is, or is considered to be, in 
fact, prior art as defined by 35 U.S.C. §102. 

Notwithstanding any statements by the Applicants, again the Examiner is urged to 
form his own conclusion regarding the relevance of the cited infomiation. 

An early and favorable action is hereby requested. 




Respectfully^ submitted, 



Date: August 31, 2006 
Customer No: 25181 
Patent Group 
Foley Hoag, LLP 
155 Seaport Blvd. 
Boston, MA 02210-2600 



iQvMfcr A/Zarutskie, Ph 
^g^Nor^0,558 
Attorney for Applicant 
Tel. No. (617) 832-1000 
Fax. No. (617) 832-7000 
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